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DETAILED ACTION 

1 . This office action is in response to the amendment filed on November 18, 2008. Claims 
43-56, 58-77, and 80-83 have been withdrawn previously. 

2. Claims 57, 78, and 79 are currently pending and are under examination. 

Oath/Declaration 

3. A new oath or declaration is required because inventor Terry Amiss has not dated the 
oath. The oath has not been executed properly. The wording of an oath or declaration cannot be 
amended. If the wording is not correct or if all of the required affirmations have not been made 
or if it has not been properly subscribed to, a new oath or declaration is required. 

Response to Remarks 

4. Applicant's state the Office will no longer require a newly executed oath or declaration 
based on an oath or declaration being stale, citing MPEP §602.05. Applicant's arguments filed 
November 18, 2008 have been fully considered but they are not persuasive. An executed oath is 
a requirement of the statute 35 U.S.C. 1 15. In addition, the instant application is a continuation- 
in-part of U.S.S.N 10/040,077. 37 CFR 1 .63 (e) states a newly executed oath or declaration must 
be filed in any continuation-in-part application, which application may name all, more, or fewer 
than all of the inventors named in the prior application. 

Withdrawal of Rejections 

5. The rejection of claims 57, 78, and 79 under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement is withdrawn based on the reference to a E. coli 
Glucose/Galactose Binding Protein. 
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Pending Objections and Rejections 

Specification 

6. The disclosure is objected to because of the following informalities: 

7. The attempt to incorporate subject matter into this application by reference to 
Galactose/Glucose Binding Protein Accession Number 230520 is ineffective because 37 CFR 
1 .57 (c) states "Essential material" may be incorporated by reference, but only by way of an 
incorporation by reference to a U.S. patent or U.S. patent application publication. 

8. The incorporation by reference will not be effective until correction is made to comply 
with 37 CFR 1.57(b), (c), or (d). If the incorporated material is relied upon to meet any 
outstanding objection, rejection, or other requirement imposed by the Office, the correction must 
be made within any time period set by the Office for responding to the objection, rejection, or 
other requirement for the incorporation to be effective. Compliance will not be held in abeyance 
with respect to responding to the objection, rejection, or other requirement for the incorporation 
to be effective. In no case may the correction be made later than the close of prosecution as 
defined in 37 CFR 1 . 1 14(b), or abandonment of the application, whichever occurs earlier. 

Any correction inserting material by amendment that was previously incorporated by reference 
must be accompanied by a statement that the material being inserted is the material incorporated 
by reference and the amendment contains no new matter. 37 CFR 1.57(f). 

Suggest amending the specification to include the essential material and providing a copy 
of the incorporated materials per 37 CFR 1.57(e) using a sequence listing. Applicant should also 
comply with the sequence requirements 37 CFR 1.821-1.825. 

Appropriate correction is required. 
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Double Patenting 

9. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent cither is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

10. Claim 57 is rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claim 8 of U.S. Patent No. 6,855,556 B2. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the claims are 
of overlapping scope. The claims of the issued U.S. Patent are drawn to a composition 
comprising at least one mutated glucose/galactose binding protein and at least one reporter group 
attached to said binding protein, wherein said at least one mutated glucose/galactose binding 
protein comprises at least two amino acid substitutions, said at least two amino acid substitutions 
recited by a Markush group that includes a cysteine at position 112 and a serine at position 238 
(see claim 8). The pending claims encompass a mutated E. coli glucose/galactose binding 
protein having at least two amino acids substitutions including the substitutions of a cysteine at 
position 112 and a serine at position 238. 
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Claim Rejections - 35 USC § 112 

1 1 . The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

12. Claims 57, 78, and 79 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The claims are rejected under 35 U.S.C. 112, 1 st paragraph, Written Description, because 
the disclosure does not convey the unambiguous sequence of a mutated E. coli glucose/galactose 
binding protein. 

The Guidelines for Examination of Patent Applications Under the 35 U.S.C. 1 12, 
Paragraph 1, "Written Description" Requirement, published at Federal Register, Vol. 66, No. 4, 
pp. 1099-1 1 1 1 outline the method of analysis of claims to determine whether adequate written 
description is present. The first step is to determine what the claim as a whole covers, i.e., 
discussion of the full scope of the claim. Second, the application should be fully reviewed to 
understand how applicant provides support for the claimed invention including each element 
and/or step, i.e., compare the scope of the claim with the scope of the description. Third, 
determine whether the applicant was in possession of the claimed invention as a whole at the 
time of filing. This should include the following considerations: (1) actual reduction to practice, 
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(2) disclosure of drawings or structural chemical formulas, (3) sufficient relevant identifying 
characteristics such as complete structure, partial structure, physical and/or chemical properties 
and functional characteristics when coupled with a known or disclosed correlation between 
function and structure, (4) method of making the claimed invention, (5) level of skill and 
knowledge in the art and (6) predictability of the art. For each claim drawn to a single 
embodiment or species, each of these factors is to be considered with regard to that embodiment 
or species. For each claim drawn to a genus, each of these factors is to be considered to 
determine whether there is disclosure of a representative number of species that would lead one 
skilled in the art to conclude that applicant was in possession of the claimed invention. Where 
skill and knowledge in the art is high adequate written description would require fewer species to 
be disclosed than in an art where little is known; further, more species would need to be 
disclosed to provide adequate written description for a highly variable genus. 

First, what do the claims as a whole cover? The claims are drawn to a mutated E. coli 
glucose/galactose binding protein having at least two amino acid substitions selected from a 
Markush group of substitutions. The claims as currently written are not limited to any particular 
mutated E. coli glucose/galactose binding protein, because no SEQ ID NOs: are provided for the 
binding proteins. The claims encompass a genus of any mutated E. coli glucose/galactose 
binding protein. 

Second, how does the scope of the claims compare to the scope of the disclosure? The 
disclosure describes the galactose/glucose binding protein by reference to an accession number, 
although the claims refer to a genus of mutant glucose/galactose binding proteins, which is a 
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composition with a mutated E. coli glucose/galactose binding protein, not "the" 
glucose/galactose binding protein that is mutated. 
Third, the factors need to be considered. 

(1) What was actually reduced to practice? 

The E. coli galactose/glucose binding protein identified by accession number is shown to 
be mutated with reporter groups to correlate varying glucose/galactose concentrations. 

(2) Is there disclosure of drawings or structural chemical formulas? 

There is reference to the E. coli galactose/glucose binding protein in paragraph [0025]. 

(3) Are there sufficient relevant identifying characteristics disclosed? 
There is insufficient identifying characteristics disclosed for any mutated 

glucose/galactose binding protein, because the sequence structure is not disclosed for the parent 
unmodified amino acid primary structure. 

(4) Is there at least one method of making the claimed invention disclosed? 

The use of the E. coli galactose/glucose binding protein as the parent compound to be 
mutated is disclosed. The specification discloses the modification of a single species of E. coli 
mutated glucose/galactose binding protein conjugated with two luminescent reporter groups to 
correlate varying glucose/galactose concentrations. 

(5) What is the level of skill in the art and what knowledge is present in the art? 
/ (6) What is the level of predictability of the art? 

The prior art has shown a large quantity of experimentation is often necessary to 
overcome the unpredictable nature of protein modifications. Marvin and Hellinga (IDS 
2/18/2005; document page 3; previously cited) disclose the unpredictability of using any 
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fluorophore as a conjugate by disclosing that acrylodan and IANBD are sensitive to changes in 
the polarity of their microenvironment (see page 10, section titled Microenvironment of the 
Fluorophore Conjugates). Applicants own disclosure describes the state of the art, which 
discloses specific mutations of sites and/or attachment of certain reporter groups may act to 
modify a binding constant in an unpredictable way. Applicants also state that it is currently not 
possible to predict the effect on either the binding constant or the selectivity based on the 
position of any reporter group, or amino acid substitution in the protein (see paragraph [0009] of 
instant disclosure). 

Consequently, there would be a high level of skill necessary to determine what conditions 
are required to disclose to the public a genus of mutated glucose/galactose binding proteins with 
two reporter luminescent groups that still retain the implied function of measuring the variation 
in glucose and/or galactose concentration that is correlated to the luminescent signal generated. 
Therefore, there is a high level of unpredictability in the art. 

Thus, having analyzed the claims with regard to the Written Description guidelines, it is 
clear that the specification does not disclose a representative number of E. coli glucose/galactose 
binding protein species which would lead one skilled in the art to conclude that applicant was in 
possession of the claimed invention. 

Claims 78 and 79 are rejected for depending on claim 57 and failing to cure the 
deficiencies. 

Claim Objections 

13. Claims 43-56, 58-77, and 80-83 are objected to because of the following informalities: 

14. The status identifiers for the claims are not identified as (Withdrawn). 
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Appropriate correction is required. 

Conclusion 

15. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AN AND U. DESAI whose telephone number is (571)272-0947. 
The examiner can normally be reached on Monday - Friday 9:00 a.m. - 5:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon P. Weber can be reached on (5 1 7) 272-0925. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

February 14, 2009 

/ANAND U DESAI/ 

Primary Examiner, Art Unit 1656 



